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2. This REPORT consists of a total of 6 sheets, Including this cover sheet. 



loio ^/ AI^NEXES, i.e. sheets of the description, claims andybr drawings which have 

' ^^'^ ''^P^'^ ^"^i' containing rectifications made beforl this Auth^^^ 

(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). Muinoriiy 

These annexes consist of a total of sheets. 



This report contains indications relating to the foltowing items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of Invention 

Ht^nlfnn^^^^ Rule 66.2(a)(ii) with regard to novelty, inventive step or Industrial applicability; 

citations and explanations supporting such statement ^«»^imy, 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/EP 03yD6 1 95 

I. Basis of the report 

^ ■ ^^rLfP^^ * elements of the international application (Replacement sheets which have been furnished to 
the receiving Office m response to an invitation under Article 14 are referred to in thismport J^STiv m^S^ 
are not annexed to this report since they do not contain amendments (Rules 70 1^^^^ 

Description, Pages 

"•"^S as originally filed 

Claims, Numbers 

""^ 4 as originally filed 

2. With regard to the language, all the elements mariced above were available or furnished to this Authorih/ in tho 
language in which the international application was filed, unless otherwise lnSca"S u^^^^^^^^ 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

° RuteS5fS^dtor%T^^^^°" P""^"^®^ °* international preliminao^ examination (under 

3. With regard to any nucleotide and^r amino acid sequence disclosed in the international aoolicatten tho 
international preliminaiy examination was carried out on the basis of ttie sequence SnS^^ application, the 

□ contained in the international application in written form. 

□ filed together with the international application In computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ fumished subsequently to this Authority in computer readable form. 

° miS^b^^^imSr"^ '^'"^'^ 1^ "> »"««n sequence 

4. The amendments have resulted In the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made since thev have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)) ^ 

i^onf'^''^'"^''^ ^^^^^ confa//7/nflf such amendments must be referred to under item 1 and annexed to this 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventh^e step and industrial appli«sabllity 

Stn^sS^^^^^^^^^^ inventive step (to be non- 

□ the entire international application, 
13 claims Nos. 14 
because: 

^ y^fs'd international application, or the said claims Nos. 14 relate to the followinq subiect matter whirh 
does not require an international preliminary examination (specify): ^^"^^'"S ^uDject matter which 

see separate sheet 

° St^meM o"^^^^^^^^ ^'^'"^"'^ "^'^^^ - NOS. are so unclear 

° Sfuld'^fo^SIJ" "^""^ "° '"Adequately supported by the description that no meaningful opinion 



no international search report has been established for the said claims Nos. 



2. A meaningful international preliminary examination cannot be earned out due to the failure of tho n..oi*^tw« 
°ns?m5lonsf ""''"^ to comply with the standard prcvided foTfn'X^nex C SSh^Adr^^^^^^ ^"^ 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been fumished or does not comply with the Standard. 

1. Statement 
Novelty (N) 



Inventive step (IS) 
Industrial applicability (lA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1.4.7,13 

1.4,7,13 
1,4,7.13 



Form PCTylPEA/409(Januajy2004) 



^^JAS!i!t^?!!i!^tfJ^"^*^^^ International application No. PCT/EP 03/061 95 
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ITEM III 



Claim 14 relates to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of this claim (Article 
34(4)(a)(l) PCT). See also the paragraph on : "Industrial applicability" in item V below. 

ITEMV 



Reference is made to the following documents: 



D1: US 354772 
D2: EP 547000 
D3: WO0236563 



NOVELTY (Article 33(2) PCT) 



The preset subject matter overlaps with D1 and D2. of which is considered to be a 
novel selection on account of the present calcium salt of formula lA. 

The present subject matter differs from D3 on on account of the present calcium salt of 
formula lA. 



INVENTIVE .qTFP (Article 33(3) PCT) 

D1 is considered to be the closest prior art and discloses indole derivatives, including 
present compound of formula IB, as inhibitors of HMG-CoA reductase. Although 
phamiaceutical acceptable cations are claimed (of claim 1, definition of M), only Sodium 
and Potassium salts are specifically disclosed (cf examples, e.g. example 6, 8 9 22 
and 39). 



D2 discloses pharmaceutical composition comprising, inter alia, present compound of 
fomiula IB and cariDonate salts, including sodium and calcium carbonate. The said 
carbonate are said in D2 to be inert to compound of fomiula I according to D2 (i.e. 
present compound of formula IB); it appears therefore that D2 ruled out the formation of 
present compound of formula lA during the formation of pharmaceutical composition 
according to claim 1 of D2 (cf. page 3, lines 20-28). 
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D3 discloses crystalline forms of the sodium salts derivative disclosed in D1 . 

The Applicants appears to have set themselves the target of providing salt derivative of 
compound of formula IB which have an increased stability at pH about 8 or below when 
compared to the salts derivative of the same compounds known from the prior art. 

Present compounds of fomiula lA are proposed as a solution for the given problem. 
Neither D2 nor D3 provide infomnatlon which might suggest that the calcium salt of 
compound of formula lA according to D1 have improved properties when compared to 
the corresponding sodium salt. However, also the present application does not provide 
any data which would cleariy show, in a comparative matter, that the present salts have 
unexpected properties when compared with the closest prior art compounds, i.e. 
unexpectedly solve a problem not yet solved. 

Accordingly an inventive step cannot be acknowledged for the present subject matter. 
INDUSTRIAL APPLinARII ITY (Article 33(4) PCT) 

For the assessment of the present claim 14 on the question whether it is industrially 
applicable, no unified criteria exist in the PCT Contracting States. The patentability can 
also be dependent upon the fomnulation of the claims. The EPO, for example, does not 
recognize as industrially applicable the subject-matter of claims to the use of a 
compound in medical treatment, but may allow, however, claims to a known compound 
for first use in medical treatment and the use of such a compound for the manufacture 
of a medicament for a new medical treatment. 
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